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Ms. Ericka §. Strickland
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Thayer Medical Corporation o
4375 South Palo Verde Road, Suite 337 SEP 29 2011
Tucson, Arizona 83714

Re: KIEIS70
Trade/Device Name: MiniSpacer® 10244, 1023A and 1543A MDI Adapter
Regulation Number: 21 CIFR 868.3630
Regulation Name: Nebulizer
Regulatory Class: |l
Product Code: CAF
Dated: Sepiember 22, 2011
Received: September 23, 2011

Dear Ms. Strickland:

We have reviewed your Section 510(k) premarket notification of intent te market the device
referenced above and have determined the device 1s substantially equivalent (for the
indications [or use stated in the enclosure) 1o legally marketed predicate devices marketed in
inlerstate commerce prior to May 28, 1976, the enacument date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject o the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeting, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract Nability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

tF your device is classified (see above) into either class ([ (Special Controls) or class {11
(PMA), tt may be subject o additional controls. Existing major regulations aflecting your
device can be found in the Code of Federal Regulaiions, Title 21, Parts 800 10 898. In
addition, FDA may publish further announcements concerning vour device in the Federal
Register.
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Please be advised that FDA s issuance of & subsianual equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statwes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not lmited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse evenis) (21 CIFR 803); good manufacturing
praclice requirements as set forth in the quality svstems (QS) regulation (21 CFR Part §20);
anct 1f applicable, the electronic product radiation control provisions (Sections 331-342 of
the Act); 21 CFR 1000-1050.

[l you desire specific advice {or veur device on our labeling regulation (21 CFR Part 801,
please go to hetp/Awww. [da.gov/AbonlFDA/CeniersOffices/CDRI/CDRHO fices

fuem 113809 him for the Center for Devices and Radiological Mealth’s (CDRH's) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference o
premarkét notification” (ZICIR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CIFR Part S03), please oo 1o

hitp:/Awwy [da. gov/Medical Devices/Saletv/ReportalProblem /defauli.him for the CDRMCs
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on vour responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assisiance at i1ts 1oll-tree
number (800) 638-204 1 or (301) 796-7100 or al its [nternct address

hitpy:/www bda.goviMedical Devices/Resourceslor Y ou/Industry/default hum, -

Sincerely vours,

/é\_/(// N ‘T(\;gp Y
Anthony D, Watson, B.S., M.S., M.B.A. -
Divector
Division of Anesthesiology, General Fospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use
510(k) Number (if known):
Device Name: MiniSpacer® 1024A, 1025A and 1543A MDI Adapter

Indications For Use:

The MINISPACER® 1024A, 1025A and 1543A adapters are single patient,
disposable devices for dispensing pressurized metered dose inhaler (pMDI)
medication into a breathing circuit, as prescribed by a physician or other licensed
health care practitioner.

The MINISPACER® 1024A, 1025A and 1543A adapters are indicated for
patients on a breathing circuit, for whom aerosol medication has been
prescribed, in short and long term critical care environments.

Prescription Use X___ AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D} (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesioiogy, General Hospital
Infection Gontrot, Dental Devices

s10(k) Number:_X// /5 7/)




